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Applicant may not request that any objection to the drawing{s) be held In abeyance. See 37 CFR 1 .85(a). 
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DETAILED ACTION 
Status of Claims 

Claims 1-21 are pending and rejected. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled In the 
art to which It pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his Invention. 

Claims 1-21 are rejected under 35 U.S.C. 112, first paragraph, as failing to 
comply with the written description requirement. The claim(s) contains subject matter 
which was not described in the specification in such a way as to reasonably convey to 
one skilled in the relevant art that the inventor(s), at the time the application was filed, 
had possession of the claimed invention. 

To provide adequate written description and evidence of possession of a claimed 
genus, the specification must provide sufficient distinguishing identifying characteristics 
of the genus. The factors to be considered include disclosure of complete or partial 
structure, physical and/or chemical properties, functional characteristics, 
structure/function correlation, methods of making the claimed product, or any 
combination thereof. In the instant case, Applicant claims a method of treatment of a 
disorder mediated by CB1 receptors (claim 1). However, there is no written description 
of "mediated by" such that one of ordinary skill in the art would reasonable discern the 
meaning of this phrase. The degree with which the mediation of the disorder by CB1 
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needs to take place has not been described in the specification. Applicant has also 
claimed a method wherein the disorder is a gastrointestinal disorder (claims 13 and 21). 
Gastrointestinal disorder is a broad term encompassing many different diseases. The 
present disclosure fails to recite any physical characteristics of a gastrointestinal 
disorder such that the artisan would readily identify the scope of this disorder. Because 
there is no support for "mediated by" and "gastrointestinal disorder" in the specification, 
it is not clear that applicant had possession of the claimed invention at the time of filing. 

Vas-Cath Inc. v. Mahurkar, 19USPQ2d 1111, clearly states "applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date sought, 
he or she was in possession of the invention. The invention is, for purposes of the 
'written description' inquiry, whatever is now claimed (See page 1117). The specification 
does not "clearly allow persons of ordinary skill in the art to recognize that [he or she] 
invented what is now Is claimed." (See Vas-Cath at page 1116). Adequate written 
description requires more than a mere statement that it is part of the invention and 
reference to a potential method of isolating it. The compound itself is required. See 
Fiers v.Revel, 25USPQ2d 1601 at 1606 (CAFC 1993) and Amgen Inc. v. Chugai 
Phamiaceutical Co. Ltd., 18USPQ2d 1016. One cannot describe what one has not 
conceived. See Fiddes v. Baird, 30 USPQ2d 1481 at 1483. 

Double Patenting 

The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to exclude" granted by a patent 
and to prevent possible harassment by multiple assignees. A nonstatutory 
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obviousness-type double patenting rejection is appropriate where the conflicting claims 
are not identical, but at least one examined application claim is not patentably distinct 
from the reference claim(s) because the examined application claim is either anticipated 
by, or would have been obvious over, the reference claim(s). See, e.g., In re Berg, 140 
F.3d 1428, 46 USPQ2d 1226 (Fed. Cir. 1998); In re Goodman, 11 F.3d 1046, 29 
USPQ2d 2010 (Fed. Cir. 1993); In re Long!, 759 F.2d 887, 225 USPQ 645 (Fed. Cir. 
1985); In re Van Omum, 686 F.2d 937, 214 USPQ 761 (CCPA 1982); In re Vogel, 422 
F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 418 F.2d 528, 163 
USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1.321(c) or 1.321(d) 
may be used to overcome an actual or provisional rejection based on a nonstatutory 
double patenting ground provided the conflicting application or patent either is shown to 
be commonly owned with this application, or claims an invention made as a result of 
activities undertaken within the scope of a joint research agreement. 

Effective January 1, 1994, a registered attorney or agent of record may sign a 
tenninal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

MPEP § 804 (II) states, "When considering whether the invention defined in a 
claim of an application would have been an obvious variation of the invention defined in 
the claim of a patent, the disclosure of the patent may not be used as prior art. General 
Foods Corp. v. Studiengesellschafi Kohle mbH, 972 F.2d 1272, 1279, 23 USPQ2d 
1839, 1846 (Fed. Cir. 1992). This does not mean that one is precluded from all use of 
the p atent disclosure." (Emphasis added). "Further, those portions of the specification 
which provide support for the patent claims may also be examined and considered 
when addressing the issue of whether a claim in the application defines an obvious 
variation of an invention claimed in the patent. In re Vogel, 422 F.2d 438, 441-42, 164 
USPQ 61 9, 622 (CCPA 1 970)." 

Claims 1-21 are provisionally rejected on the ground of nonstatutory 
obviousness-type double patenting as being unpatentable over claims 22-30 of 
copending Application No. 10/552,575. Although the conflicting claims are not identical, 
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they are not patentably distinct from each other because the same method, treatment of 
a disorder mediated by CB1 receptors, using the same compound(s), is being claimed. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

Claim Rejections - 35 USC § 103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner In which the Invention was made. 

This application currently names joint inventors. In considering patentability of 

the claims under 35 U.S.C. 103(a), the examiner presumes that the subject matter of 

the various claims was commonly owned at the time any inventions covered therein 

were made absent any evidence to the contrary. Applicant is advised of the obligation 

under 37 CFR 1.56 to point out the inventor and invention dates of each claim that was 

not commonly owned at the time a later invention was made in order for the examiner to 

consider the applicability of 35 U.S.C. 103(c) and potential 35 U.S.C. 102(e), (f) or (g) 

prior art under 35 U.S.C. 103(a). 

Claims 1-12, and 14-20 are rejected under 35 U.S.C. 103(a) as being 
unpatentable over Adams et al., (US 6,403,574) in view of Achard et al., (US 
2002/0019383). 
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Adams et al. teach the same formula and compounds (azetidine carboxamide 
derivatives) of the instant invention. (See claims 1-5.) They teach a method of using 
these compounds for treatment of disorders of the central nervous system such as 
anxiety, epilepsy, obsessive compulsive disorder (OCD), symptoms related to 
withdrawal of substance abuse etc. (See col. 4, lines 55-65, and col. 5, lines 3-8.) 

Adams et al. differs from the instant claims insofar as they do not teach that the 
compounds treat these disorders by interacting with cannabinoid (CB) receptors, or that 
the compounds can also treat obesity, gastrointestinal disorders, or smoking cessation. 
Adams et al. also does not teach a prodrug of a compound of formula I. 

Achard et al. teach a method of treating disorders of the central nervous system 
such as anxiety, epilepsy, OCD, and weaning from alcohol or drug abuse etc. by 
administering azetadine derivatives. (See para. [0085].) These azetiadine derivatives 
act by binding to CB receptors in the central nervous system. (See par. [0084].) They 
are also useful in treating obesity, and intestinal transit disorder (a gastrointestinal 
disorder). 

When chemical compounds have "very close" structural similarities and similar 
utilities, without more, a prima facie case of obviousness may be made. In re Wilder, 
563 F.2d. 457 (CCPA 1957). Stated alternatively, obviousness may be based solely 
upon structural similarity. See In re Duel, 51 F.3d 1552, 1559 (Fed. Cir. 1995). The 
necessary motivation to make the claimed compound, and thus the prima facie case of 
obviousness, arises from the reasonable expectation that compounds similar in 
structure will have similar properties. In re Gyurik, 596 F.2d 1012, 1018 (CCPA 1979). 
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It would have been obvious to a person having ordinary skill in the art at the time 
of applicant's invention to administer the composition of Adams, or a prodrug thereof, in 
the treatment of obesity since similar azetidine derivatives were known to treat obesity. 
The artisan would reasonably expect the compounds of Adams to act on CB receptors 
and treat the same diseases taught in Achard, since the compounds of Achard and 
Adams treat the same diseases and are both azetidine derivatives. The compounds of 
Adams would also obviously treat smoking cessation since Adams teaches treating 
symptoms related to withdrawal of substance abuse and smoking is a form of substance 
abuse. 

Conclusion 

Infonnation regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Walter E. Webb whose telephone number is (571) 270- 
3287. The examiner can normally be reached on 8:00am-4:00pm Mon-Fri EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Frederick F. Krass can be reached (571) 272-0580. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Walter E. Webb Frederick F. Krass 

Patent Examiner Primary Examiner 
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